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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the Invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1 , 4, 19, 20, 22, 24, 36, 38, and 40 are rejected under 35 U.S.C. 102(e) 
as being anticipated by Baudino et al. (U.S. Patent 6,353,762). 

Regarding claims 1 and 4. Baudino discloses a method of affecting chronic pain 
in a patient comprising: a) implanting a stimulator in a target site of the brain (e.g. 
column 9, lines 61 - 66); and b) providing stimulation to the stimulator to stimulate the 
target site to affect chronic pain (e.g. column 9, lines 18 - 24), the target site selected 
from the group consisting of the anterior limb of the internal capsule (e.g. column 9, line 
66). 

Regarding claims 19, 20, 22, 24, and 36, Baudino discloses the target site is 
selected from the group consisting of the anterior nucleus of the thalamus (e.g. column 
9, line 67), the dorsomedial nucleus of the thalamus (e.g. column 9, line 67). the lateral 
hypothalamus (e.g. column 10, line 3), and the ventral pallidum (e.g. column 9, line 65). 

Regarding claims 38 and 40, Baudino discloses a method of affecting chronic 
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pain comprising: a)implanting a stimulator in communication with a pain circuitry target 
site of eitlier claim 1 or claim 19 (e.g. column 9, lines 61 - 67); b) detecting a bodily 
activity of the body associated with chronic pain (e.g. column 2, lines 57 - 60); c) 
providing a stimulation signal to the stimulator in response to the detected bodily activity 
(e.g. column 2, lines 60 - 62); and d) stimulating the target site to affect the chronic pain 
(e.g. column 9, lines 18— 24). 

3. Claim 37 is rejected under 35 U.S.C. 102(b) as anticipated by MacDonald et al. 
(U.S. Patent 5,776,170). 

Regarding claim 37, MacDonald discloses a method of affecting chronic pain 
comprising: a) implanting a stimulator in communication with a pain circuitry target site 
(e.g. column 8, lines 55 - 57); and b) providing a stimulation signal to the stimulator to 
stimulate the synthesis or release of an endogenous opioid (e.g. column 3, lines 28 -31) 
to affect chronic pain (e.g. column 10, lines 4 - 6 and Table 2). 

C/a/m Rejections • 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sidll In the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 
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2. Ascertaining the differences between the prior art and the claims at Issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. Claims 1 9. 21 , 26 - 31 , and 33 - 35 are rejected under 35 U.S.C. 1 02(b) as 

anticipated by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Schiff (U.S. 

Patent 5,938,688). 

Regarding claims 19, 21 , 26 - 31 , and 33 - 35, Schiff discloses a method of 
affecting chronic pain in a patient comprising: a) implanting a stimulator in a target site 
of the brain (e.g. column 1 , lines 9-10); and b) providing stimulation to the stimulator to 
stimulate the target site to affect chronic pain (e.g. column 2, lines 20 - 23 and lines 43 
- 47), the target site selected from the group consisting of the intralaminar thalamic 
nuclei (e.g. column 4, lines 58 - 61), locus coeruleus (e.g. column 8. line 20), dorsal 
raphe nucleus (e.g. column 8, line 20), substantia nigra pars compacta (e.g. columns 9 
and 10, Table 1), substantia nigra pars reticulate (e.g. columns 9 and 10, Table 1), 
superior colliculus (e.g. columns 9 and 10, Table 1), tegmentum (e.g. column 8, line 19), 
medial thalamus (e.g. column 14, lines 45 - 50), nucleus accumbens (e.g. column 13, 
lines 5 - 6), ventral striatum (e.g. column 8, line 2). Because Schiff discloses that 
patients with impaired cognitive function accompanied by chronic pain can benefit from 
the practice of SchifPs invention, Schiff teaches that chronic pain is affected by this 
method. In the alternative, it would have been obvious to one having ordinary skill in 
the art at the time the invention was made to modify the method as taught by Schiff so 
as to treat patients with only chronic pain, since such a modification would provide the 
predictable results of affecting chronic pain. 
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7. Claims 1 - 3, 8 - 10, 17, and 18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Schiff (U.S. Patent 5,938,688). 

Regarding claims 1 - 3, 8 - 10, 17, and 18. Schiff discloses the target site Is 
selected from the group consisting of the pre-frontal cortex (e.g. column 7, line 48), 
ort}itofrontal cortex (e.g. column 7, line 54), cingulate cortex (e.g. column 7, lines 58 - 
59), anterior cingulated cortex (e.g. column 7, lines 58 - 59), and posterior cingulated 
cortex (e.g. column 7, lines 58 - 59), amygdala (e.g. column 14, lines 10 - 20), and 
hippocampus (e.g. column 14, lines 10 - 20). Schiff fails to disclose that the stimulator 
Is implanted in any of these cortical sites. Instead, Schiff discloses that the stimulator Is 
implanted in the intralaminar nuclei (e.g. column 1, lines 9-10). However, Schiff 
teaches that the intralaminar nuclei project to these cortical sites and therefore stimulate 
these cortical sites. It would have been obvious to one having ordinary skill in the art at 
the time the Invention was made to modify the stimulator as taught by Schiff with a 
stimulator that is implanted directly in the cortical sites, since such a modification would 
provide the predictable results providing direct stimulation to these cortical sites even in 
the event that the Intralaminar nuclei are injured. 

8. Claims 1-36 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Baudino or Schiff. 

Regarding claims 1 - 36, although Baudino and Schiff fail to explicitly state 
stimulating the insular cortex, the secondary somatosensory cortex, the inferior frontal 
gyrus, the middle frontal gyrus, the superior frontal gyrus, the medical frontal gyrus, the 
parahlppocampal gyrus, the precuneus, the mammillary body, and the tectum, these 
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references do teach that it is known to stimulate other cortical sites (e.g. the pre-frontal 
cortex) and other deep brain sites (e.g. the intralaminar nuclei) in order to affect chronic 
pain. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to try to stimulate these other cortical and deep brain sites in the 
brain since these references teach that it is known to stimulate cortical sites and deep 
brain sites to affect chronic pain and there are a finite number of cortical sites and deep 
brain sites. 

Response to Arguments 
9. Applicant's arguments with respect to claims 1 - 38 have been considered but 
are moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joseph M. Dietrich whose telephone number is 571- 
270-1895. The examiner can nomially be reached on Mon - FrI, 8:00AM - 5:00PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on 571-272-4955. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system^ call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



JMD 
11/27/07 



